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GREEN et a/. 

AMENDMENT AND RESPONSE 
AMENDMENTS TO THE CLAIMS: 

1 . (Currently amended) A method of providing anti-infective activity to a medical 

device, s omprioing mmprising: 

a) providing a medical device wfciefc that is at least in part within a patient; 



then 

b) H*liv R rino an oxidant nsrwatino for mu l ation to the medical device, thereby 
exposing the medical device to an anti-infective oxidant; and 

c) transferring the anti-infective oxidant into a wail of the medical device. 

2. (Currently amended) The method of eiam*4 dairrLkwherein the medical device 
has a lumen, and including exposing a wall defining the lumen to the anti-infective 
oxidant. 

3. (Currently amended) The method of <tem^ claim 2 T wherein the medical device 
is a catheter having a shaft defining the lumen and having a balloon with an interior in 
fluid communication with the lumen of the catheter shaft, and including exposing an 
inner surface of the balloon to the anti-infective oxidant. 

4. (Currently amended) The method of dawv^wu lu i Jing deliver i ng -n fnrmn h ti n n 
v.-h i ch gc n cnt--tfr~ H * im 9 wherein the ° ymn{ formulation that 
n^ffltM ihk oxidant is delivered into the lumen of the medical device. 

5. (Previously presented) The method of claim 4^ including inserting a tubular 
delivery member, into the lumen of the medical device, the tubular delivery member 
having a lumen configured to deliver the oxidant generating formulation into the lumen 
of the medical device, 

6. (Currently amended) The method of ste*n-4 claim 4, including, after step (c), 
removing the oxidant generating formulation from the lumen of the medical device. 
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7 (Currently amended) The method of ete*4 cJaimjL including inhibiting 
expulsion of the oxidant generating formulation from the lumen of the medical device by 
providing a viscosity increasing hydrogei in the oxidant generating formulation. 

8. (Currently amended) The method of Steffi claims wherein the anti-infective 
oxidant comprises elemental iodine, and including combining a first solution comprising 
an iodide and a second solution comprising an iodate such that an elemental iodine 
generating formulation is produced, and delivering the elemental iodine generating 
formulation to the lumen of the medical device. 

9. (Currently amended) The method of eteim-4 claim 4, wherein the anti-infective 
oxidant comprises elemental iodine and the oxidant generating formulation comprises 
an iodide and an oxidoreductase, and including exposing the oxidoreductase to a 
substrate to generate protons or an iodide oxidizing agent, so that the oxidant 
generating formulation produces elemental iodine. 

10. (Currently amended) The method of eteim-Q claim 9, including exposing the 
medical device to a body fluid having the substrate to generate protons or an iodide 
oxidizing agent, so that the oxidant generating formulation produces elemental iodine 
when contacted with the body fluid. 

1 1 . (Currently amended) The method of dam4 claim 4,, wherein the anti-infective 
oxidant comprises elemental iodine and the oxidant generating formulation comprises 
an iodate, and including exposing the iodate to a reducing agent to generate elemental 
iodine. 

12. (Currently amended) The method of cla4ffl-3 claim 2 t including inserting an 
oxidant releasing member into the lumen of the medical device. 

13. (Currently amended) The method of elamv45 claim I2 t wherein the oxidant 
releasing- member has an elongated body configured to be slidably inserted into the 
lumen of the medical device, and further including, before step (b), exposing the oxidant 

4 
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releasing member to a formulation which generates the oxidant so that the oxidant 
diffuses into the oxidant releasing member. 

14. (Currently amended) The method of stem4-3 claim 13, wherein the anti-infective 
oxidant comprises elemental iodine, and including exposing the oxidant releasing 
member to an elemental iodine generating formulation comprising an iodide, and iodate 
and a proton source. 

15. - (Currently amended) The method of ekHFR-44 dgimJ^ including transferring 
about 2 ppm to about 300 ppm of the oxidant from an exterior surface of the medical 
device to the patient. 

1 6. {Currently amended) The method of eteim-* clainvL including, after step (c), 
diffusing the oxidant to an outer surface of the medical device. 

17. (Currently amended) The method of eteim-4 claim 1, wherein the anti-infective 
oxidant comprises elemental iodine, and including transferring about 2 ppm to about 
300 ppm of the elemental iodine from an exterior surface of the medical device to the 
patient. 

18. (Currently amended) The method of claim 1, including transferring the 
antnnfective'oxidant within about 1 to about 30 minutes, 

1 9. (Currently amended) The method of elawv4 claim . 1 wherein the anti-infective 
oxidant is elemental iodine, and including preventing the binding of the elemental iodine 
within the wall of the medical device. 

20. (Currently amended) The method of ekaim-49 claim 19, wherein the binding of 
the element elemental iodine is prevented by providing a medical device which is free.of 
iodine binding agents. 

21 - (Currently amended) The method of elatm^ claim 4, wherein the formulation 
includes a binding agent which is bindableto the anti-infective oxidant, and including 

5 



PAGE 1 0/25 * RCVD AT 1112/2004 12:36:51 PM [Eastern Standard Time] 1 SVR:USPTO-EFXRF-1J24 * DNIS:2731279 * CSID:85!4508499 * DURATION (mm-ss):08-32 



01/12/2004 09: 38 FAX 8584508499 HELLER EHRMAN SD @ 011/026 



U.S.S.N. 09/585,911 
GREEN ef ai. 

AMENDMENT AND RESPONSE 

binding an amount of the generated anti-infective oxidant to the binding agent to thereby 
inhibit transfer of the bound anti-infective oxidant into the medical device wall, 

22. (Currently amended) The method of claim 21,, wherein the binding 
agent is selected from the group consisting of silicone oil, mineral oil, cadexomers, and 
polyvinylpyrrolidone, and including increasing a duration over which at least about 2 
ppm of the anti-infective oxidant is transferred into the medical device wall. 

23. (Currently amended) The method of daim 21 wherein the anti-infective 
oxidant comprises elemental iodine, the binding agent comprises polyvinylpyrrolidone, 
and the polyvinylpyrrolidone is about 1 % to about 10% weight per unit volume of the 
formulation, and including increasing a duration over which at least about 2 ppm of the 
elemental iodine is transferred from an exterior surface of the medical device to the 
patient. 

24. ' (Currently amended) The method of elaim-4 claim 4, including positioning an 
insert member into the lumen of the medical device to thereby reduce the amount of 
formulation delivered into the medical device lumen. 

25. (Previously presented) An anti-infective oxidant releasing member, comprising 
an elongate^ body configured to be slidably disposed within a lumen of a medical 
device and an anti-infective oxidant releasably contained within the elongated body. 

26. (Currently amended) The anti-infective oxidant releasing member of claim . S i 
claim 25, wherein the elongated body comprises a solid rod. 

27. (Currently amended) The anti-infective oxidant releasing member of claim 26 
daim 26, wherein the solid rod further includes at least one channel on an outer surface 
of the rod configured to allow fluid flow therein. 



6 
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28. (Currently amended) The anti-infective oxidant releasing member of c l aim - S § 
claim 25, wherein an outer diameter of the elongated body is about 90% to about 5% 
less than an inner diameter of the lumen of the medical device. 

29. (Currently amended) The anti-infective oxidant releasing member of cla i m 25 
daim 25, wherein an outer diameter of the elongated body is about 20% less than an 
inner diameter of the lumen of the medical device. 

30. (Currently amended) The anti-Infective oxidant releasing member of 
claim 25, wherein the oxidant comprises elemental iodine. 

31 . (Currently amended) The anti-infective oxidant releasing member of skatm^ 
claim 26. w herein the elongated body is formed of a polymeric material, and wherein 
elemental iodine is diffusible within the polymeric elongated body. 

32. (Currently amended) A method of providing anti-infective activity to a medical 
device, comprising comprising:. 

a) exposing the medical device to a solution [[which]] that produces an anti- 
infective nvidan t hy inserting an anti-infective oxidant releasing member in to the device; 
and 

b) : transferring a sufficient amount of anti-infective oxidant into a wall of the 
medical device to provide the medical device with anti-infective activity. 

33. (Currently amended) The method of staifft* cjajm32, wherein the solution is 
aqueous and the anti-infective oxidant is elemental iodine. 

34. (Currently amended) The method of claim 33, wherein the aqueous 
solution produces at least about 0.1 ppm of elemental iodine, 

35. (Currently amended) The method o f - e l ctim 33 claim 33, including transferring 
about 2 ppm to about 300 ppm of the elemental iodine from an exterior surface of the 
medical device to [[the]] a patient. 

7 
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36. (Currently amended) The method of claim 35 claim 35. wherein step (a) further 
comprises exposing the medical device a single time to the aqueous solution. 

37. (Currently amended) The method of elalm-36 claim 36, wherein the aqueous 
solution produces about 2 ppm to about 10 pprn of iodine. 

38. (Currently amended) The method of cla i m - 3 5 claim 33, including transferring not 
greater than about 1000 micrograms a day of the elemental iodine from an exterior 
surface of the medical device to [[the]] a patient. 

39. (Currently amended) A method of providing anti-infective activity to a medical 
device, comprising comprising: 

• a) exposing an oxidant releasing member to a formulation [[which]] that 
generates an anti-infective oxidant, co that tho anti - in f ect i ve oxidant thai diffuses into 
the oxidant releasing member; and 

b) c^pqcing +h n mnHTr-ii Hnwim tn thn. mf i dnnt rel e astfK> . member inserting the 
anti-infective oxidant releasing member into the medical device so that the anti-infective 
oxidant diffuses from the oxidant releasing member into a wall of the medical device. 

40. (New) A method of providing anti- infective activity to a medical device, 
comprising: \: 

a) inserting an anti-infective oxidant releasing member into the medical 
device, wherein the member is configured to be adjacent to or in the medical device; 
and 

b) transferring the anti-infective oxidant into a wall of the medical device. 

41 . (New) The method of claim 40, wherein the medical device is at least in part 
within a patient 
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